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a person may respond in writing. If a 
person elects not to respond on or be-
fore the time scheduled, the Commis-
sioner will, without further notice, de-
cide whether to recommend criminal 
prosecution to a United States attor-
ney on the basis of the information 
available. 

(g) If a respondent chooses to appear 
solely by designated representative, 
that representative shall present a 
signed statement of authorization. If a 
representative appears for more than 
one respondent, the representative 
shall submit independent documenta-
tion of authority to act for each re-
spondent. If a representative appears 
without written authorization, the op-
portunity to present views with respect 
to that respondent may be provided at 
that time only if the authenticity of 
the representative’s authority is first 
verified by telephone or other appro-
priate means. 

[44 FR 12167, Mar. 6, 1979] 

§ 7.85 Conduct of a presentation of 
views before report of criminal vio-
lation. 

(a) The presentation of views shall be 
heard by a designated Food and Drug 
Administration employee. Other Food 
and Drug Administration employees 
may be present. 

(b) A presentation of views shall not 
be open to the public. The agency em-
ployee designated to receive views will 
permit participation of other persons 
only if they appear with the respondent 
or the respondent’s designated rep-
resentative, and at the request of, and 
on behalf of, the respondent. 

(c) A respondent may present any in-
formation of any kind bearing on the 
Commissioner’s determination to rec-
ommend prosecution. Information may 
include statements of persons appear-
ing on the respondent’s behalf, letters, 
documents, laboratory analyses, if ap-
plicable, or other relevant information 
or arguments. The opportunity to 
present views shall be informal. The 
rules of evidence shall not apply. Any 
information given by a respondent, in-
cluding statements by the respondent, 
shall become part of the agency’s 
records concerning the matter and may 
be used for any official purpose. The 
Food and Drug Administration is under 

no obligation to present evidence or 
witnesses. 

(d) If the respondent holds a ‘‘guar-
anty or undertaking’’ as described in 
section 303(c) of the act (21 U.S.C. 
333(c)) that is applicable to the notice, 
that document, or a verified copy of it, 
may be presented by the respondent. 

(e) A respondent may have an oral 
presentation recorded and transcribed 
at his or her expense, in which case a 
copy of the transcription shall be fur-
nished to the Food and Drug Adminis-
tration office from which the notice 
issued. The employee designated to re-
ceive views may order a presentation of 
views recorded and transcribed at agen-
cy expense, in which case a copy of 
such transcription shall be provided to 
each respondent. 

(f) If an oral presentation is not re-
corded and transcribed, the agency em-
ployee designated to receive views 
shall dictate a written summary of the 
presentation. A copy of the summary 
shall be provided to each respondent. 

(g) A respondent may comment on 
the summary or may supplement any 
response by additional written or docu-
mentary evidence. Any comment or ad-
dition shall be furnished to the Food 
and Drug Administration office where 
the respondent’s views were presented. 
If materials are submitted within 10 
calendar days after receipt of the copy 
of the summary or transcription of the 
presentation, as applicable, they will 
be considered before a final decision as 
to whether or not to recommend pros-
ecution. Any materials received after 
the supplemental response period gen-
erally will be considered only if the 
final agency decision has not yet been 
made. 

(h)(1) When consideration of a crimi-
nal prosecution recommendation in-
volving the same violations is closed 
by the Commissioner with respect to 
all persons named in the notice, the 
Commissioner will so notify each per-
son in writing. 

(2) When it is determined that a per-
son named in a notice will not be in-
cluded in the Commissioner’s rec-
ommendation for criminal prosecution, 
the Commissioner will so notify that 
person, if and when the Commissioner 
concludes that notification will not 
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prejudice the prosecution of any other 
person. 

(3) When a United States attorney in-
forms the agency that no persons rec-
ommended will be prosecuted, the 
Commissioner will so notify each per-
son in writing, unless the United 
States attorney has already done so. 

(4) When a United States attorney in-
forms the agency of intent to prosecute 
some, but not all, persons who had 
been provided an opportunity to 
present views and were subsequently 
named in the Commissioner’s rec-
ommendation for criminal prosecution, 
the Commissioner, after being advised 
by the United States attorney that the 
notification will not prejudice the 
prosecution of any other person, will so 
notify those persons eliminated from 
further consideration, unless the 
United States attorney has already 
done so. 

[44 FR 12168, Mar. 6, 1979] 

§ 7.87 Records related to opportunities 
for presentation of views conducted 
before report of criminal violation. 

(a) Records related to a section 305 
opportunity for presentation of views 
constitute investigatory records for 
law enforcement purposes and may in-
clude inter- and intra-agency memo-
randums. 

(1) Notwithstanding the rule estab-
lished in § 20.21 of this chapter, no 
record related to a section 305 presen-
tation is available for public disclosure 
until consideration of criminal pros-
ecution has been closed in accordance 
with paragraph (b) of this section, ex-
cept as provided in § 20.82 of this chap-
ter. Only very rarely and only under 
circumstances that demonstrate a 
compelling public interest will the 
Commissioner exercise, in accordance 
with § 20.82 of this chapter, the author-
ized discretion to disclose records re-
lated to a section 305 presentation be-
fore the consideration of criminal pros-
ecution is closed. 

(2) After consideration of criminal 
prosecution is closed, the records are 
available for public disclosure in re-
sponse to a request under the Freedom 
of Information Act, except to the ex-
tent that the exemptions from disclo-
sure in subpart D of part 20 of this 
chapter are applicable. No statements 

obtained through promises of confiden-
tiality shall be available for public dis-
closure. 

(b) Consideration of criminal pros-
ecution based on a particular section 
305 notice of opportunity for presen-
tation of views shall be deemed to be 
closed within the meaning of this sec-
tion and § 7.85 when a final decision has 
been made not to recommend criminal 
prosecution to a United States attor-
ney based on charges set forth in the 
notice and considered at the presen-
tation, or when such a recommenda-
tion has been finally refused by the 
United States attorney, or when crimi-
nal prosecution has been instituted and 
the matter and all related appeals have 
been concluded, or when the statute of 
limitations has run. 

(c) Before disclosure of any record 
specifically reflecting consideration of 
a possible recommendation for crimi-
nal prosecution of any individual, all 
names and other information that 
would identify an individual whose 
prosecution was considered but not rec-
ommended, or who was not prosecuted, 
shall be deleted, unless the Commis-
sioner concludes that there is a com-
pelling public interest in the disclosure 
of the names. 

(d) Names and other information that 
would identify a Food and Drug Admin-
istration employee shall be deleted 
from records related to a section 305 
presentation of views before public dis-
closure only under § 20.32 of this chap-
ter. 

[44 FR 12168, Mar. 6, 1979] 

PART 10—ADMINISTRATIVE 
PRACTICES AND PROCEDURES 

Subpart A—General Provisions 

Sec. 
10.1 Scope. 
10.3 Definitions. 
10.10 Summaries of administrative prac-

tices and procedures. 
10.19 Waiver, suspension, or modification of 

procedural requirements. 

Subpart B—General Administrative 
Procedures 

10.20 Submission of documents to Division 
of Dockets Management; computation of 
time; availability for public disclosure. 
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